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DETAILED ACTION 



Priority 



Receipt is acknowledged of papers submitted under 35 U.S.C. 119(a)-(d), which 
papers have been placed of record in the file. 



a) On pg. 7 in the Amendment dated Jan. 22, 2002 (paper no. 7), the Applicants 
comment that a new IDS is being filed concurrently herewith in order to submit and have 
made of record the documents mentioned in the specification. In addition, a partial 
English translation ofJP 05 155776 is provided. 

The Applicants are advised that neither this IDS or the partial English translation 
of JP 05 155776 are present in this Application file. 



\< The oath or declaration is defective. A new oath or declaration in compliance 

with 37 CFR 1 .67(a) identifying this application by application number and filing date is 

required. See MPEP §§ 602.01 and 602.02. 

The oath or declaration is defective because it does not identify the city and 
state or foreign country for the residence of the inventor "Mr. Norman Bryson 
Roberts" or the inventor "Mr. Maurice Webb". 

The Applicants comment that GB is identified on the address line for Mr. Roberts 
and Mr. Webb and "United Kingdom" is provided in the space for the residence as a 
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Oath/Declaration 
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continuation of the Full Post Office Address, the residence being the same in each 
instance. 

A new oath is required because address information has been provided on the 
"Residence" line of the oath and the oath indicates that address information is provided 
on this "Residence" line //the address information is different from that of the P. 0. Box 
information. Therefore, by definition and instruction in the oath, the residence address 
and post office address for Mr. Roberts and Mr. Webb can not be the same. 



Drawings 

a) Fig. 1 is objected to because it only illustrates seven sets of plotted data points (i. 
e. 7 lines) for eight different sets of data (i. e. 8 symbols). 

The Applicants comment that according to pg. 1 1 1ns. 14-16 in the Applicants' 
specification, the data points for the "Ca.Fe 3:1 unaged"are masked beneath the data 
points for the "Ca:Fe 3:1 aged" (, therefore the 8 th data set is actually illustrated). 

In view of the Applicants' comments it is suggested to change the data point 
geometry representing the "Ca:Fe 3:1 unaged" to a shape that is different from the 
geometry of the data point representing the "Ca:Fe 3:1 aged" (such as an oval-shaped 
data point), rather than canceling the reference to "Ca:Fe 3:1 unaged" from Fig. 1 

Claim Objections 

Claim 16 is objected to under 37 CFR 1.75(c), as being of improper dependent 
form for failing to further limit the subject matter of previous claim 15 in as much as 
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claim 16 broadens the pH range of claim 1 5 from a pH of 3 to 7 to a pH of 2 to 8. The 
Applicants are required to cancel the claim(s), or amend the claim(s) to place the 
claim(s) in proper dependent form, or rewrite the claim(s) in independent form. 
Ja) The incorporation by reference of the test methods 1 , 2 and 3 described in the 
Applicants' specification into claims 15, 19 and 23 is objected to in view of the 
discussion of the Ex Parte Fressola, 27 USPQ2d 1608, 1609 (Bd. Pat App. & Inter. 
1993) court decision set forth in section 2173.05(s) in the MPEP (8 th ed.). While it is 
granted that this section of the MPEP is directed to incorporating by reference figures 
and tables into the claim language, it appears that the same principles would be equally 
applicable to incorporating by reference test methods described in the Applicants' 
specification. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

laims 22, 24 and 25 are rejected under 35 U.S.C. 102(b) as being anticipated 
by U. S. Pat. 5,173,284. 

Examples 5 and 6 in U. S. Pat. 5,173,284 disclose a method for recrystallizing 
calcium sulfate dihydrate by providing a solution of calcium sulfate and adding sodium 
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hydroxide to the solution of calcium sulfate. The resulting solution was seeded with 
gypsum primers to produce dehydrated calcium sulfate crystals. 



Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

The person "having ordinary skill in the art" has the capability of understanding 
the scientific and engineering principles applicable to the claimed invention. The 
references of record in this application reasonably reflect this level of skill. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
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not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

Claims 15-25 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Japan Pat. Doc. No. 5-155,776 A in view of German Pat. Doc. No. 34 02 878 A1 to 
Dietl. 

The English abstract of JP-776 discloses a method for treating 
hyperphosphatemia by administering a drug/medicament to the patient. The 
drug/medicament may be in the form of a tablet and contains Fe(OH)3 as the active 
ingredient. From the information set forth in paragraph no. [0020] in col. 4 in the text of 
JP-776, it appears that the Fe(OH) 3 was made by mixing FeCb with 1 molar solution of 
NaOH and precipitating out of the Fe(OH)3. 

Note that Figs. 1 and 2 in JP-776 appear to suggest/disclose that the drug is 
active at pH values ranging from 2 to 8, in a manner that is not seen to be distinct from 
the pH limitations in the Applicants' claims. 

The difference between the Applicants' claims and JP-776 is that the Applicants' 
claims call for the use of a mixed metal compound (whereas JP-776 only uses Fe(OH) 3 ) 
which was obtained by forming a precipitate from a solution of a mixture of metal salts 
(whereas JP-776 only appears to form a precipitate from a solution of a single metal salt 
(FeCI 3 )) wherein the precipitate contains iron(lll) and at least one of magnesium, 
calcium, lanthanum and cerium (whereas JP-776 only reports the presence of their 
iron(lll) compound). 
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The English abstract of DE-878 reports the use of a drug comprising compounds, 
such as CaC0 3 , Ca(OH) 2) CaO and/or CaS0 4 which act to bind the phosphate, to treat 
hyperphosphatemia. 

It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to modify the process and composition of JP-776 by including the 
CaS0 4 , etc. . . disclosed in the English abstract of DE-878, in the manner required by 
the Applicants' claims because the English abstract of DE-878 discloses that the 
CaSCU, etc. . . are phosphate binders in drugs used to treat hyperphosphatemia (the 
same field of endeavor as JP-776 and the Applicants' claims) and the courts have 
already determined that "It is prima facie obvious to combine two compositions each of 
which is taught by the prior art to be useful for the same purpose, in order to form a third 
composition to be used for the very same purpose. . . [T]he idea of combining them 
flows logically from their having been individually taught in the prior art.": please note 
the discussion of the In re Kerkhoven, 626 F.2d 846, 850, 205 USPQ 1069, 1072 
(CCPA 1980) court decision discussed in section 2144.06 in the MPEP (Aug. 2001). 

6f-Claims 22-25 are rejected under 35 U.S.C. 103(a) as being unpatentable over U. 
S. Pat. 5,173,284. 

Claims 22, 24 and 25 are submitted to be obvious from U. S. Pat. 5,173,284 for 
the reasons set forth in the 102 rejection of claims 22, 24 and 25, consistent with the 
conclusion set forth in In re Kalm 154 USPQ 10 where it was determined that 
anticipation is the epitome of obviousness. 
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The difference between the Applicants 1 claims and U. S. Pat. 5,173,284 is that 
Applicants 1 claim 23 describes the capacity of the calcium sulfate to bind phosphate at a 
capacity of at least 30% according to tests 1 , 2 or 3 set forth in the Applicants' 
specification, however it is submitted that this difference would have been obvious to 
one of ordinary skill in the art at the time the invention was made because the courts 
have already determined that such recognition of latent properties in the prior art does 
not render nonobvious an otherwise known invention: please see the discussion of the 
In re Wiseman, 596 F.2d 1019, 201 USPQ 658 (CCPA 1979) court decision set forth in 
section 2145(11) in the MPEP (8 th ed.). 



The Applicants' arguments submitted in their Amendment dated Jan. 22, 2002 
(paper no. 7) have been fully considered but they are not persuasive, 
a) The Applicants argue that the compound of JP-776 is a mixture of metal 
compounds, whereas the present claims are directed to metal compounds (compounds 
having 2 or more metals as in a hydrotalcite). 

The scope of the "solid mixed metal compound" set forth in Applicants' 
independent claims 15, 19 and 20 and the "solid metal sulfate materialTsolid material" 
of Applicants' claims 21 , 22 and 24 are broad enough to embrace the compound 
resulting from the inclusion of the CaS04, etc. of DE 34 02 878 A1 into the aqueous 
solution containing FeCb and NaOH which appears to be disclosed in paragraph no. 
[0020] in the text of JP-776. None of the claims are limited to the argued "hydrotalcite". 
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The metal sulfate material of Applicants' claims 21-25 would not be a "hydrotalcite" 
(Mg6AI 2 (C0 3 )(OH)i6 ' 4H 2 0). It appears that the composition resulting from the addition 
of the CaSCU of DE-878 into the aqueous solution comprising alkali metal hydroxide 
taught in JP-776 would be the same "mixed metal compound" of at least Applicants 1 
claim 15. 

b) The Applicants argue that Fig. 1 illustrated in JP-776 does not show the 
compounds to be effective over a pH range of 3 to 7 or from 2 to 8. 

Fig. 1 appears to illustrate the removal of phosphate values at a pH as high as 8 
using their compounds. The addition of the CaSCU, etc. from DE-878 into the 
composition of JP-776 is expected to synergistically enhance effectiveness of the 
composition of JP-776 in removing phosphate: consistent with the discussion of the In 
re Kerkhoven, 626 F.2d 846, 850, 205 USPQ 1069, 1072 (CCPA 1980) court decision 
discussed in section 2144.06 in the MPEP (Aug. 2001). 

c) The Applicants argue that from the information provided in paragraph numbers 
[0022] and [0024] in JP-776, the best absorbance over the pH range of 4 to 8 would 
only be about 10% (rather than the claimed 30%). 

The Applicants' claims are not limited to treatment at a minimum pH of 4, but 
embrace treatment at pHs as low as 2 illustrated in figures of JP-776. 

In response to the Applicants 1 arguments against the references individually, one 
cannot show nonobviousness by attacking references individually where the rejections 
are based on combinations of references. See In re Keller, 642 F.2d 41 3, 208 
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USPQ 871 (CCPA 1981); In re Merck & Co., 800 F.2d 1091, 231 USPQ 375 (Fed. Cir. 
1986). 

While that it is granted that the exact phosphate binding capacity for the 
compound resulting from the inclusion of the CaS0 4) etc. of DE-878 into the 
composition of JP776 in the manner set forth in the "at least 30% absorption efficiency" 
limitation set forth in the Applicants' claims would not be predictable from the 
information provided in JP-776 and DE-878, obviousness does not require such 
absolute predictability: please see the discussion of the In re Rinehart, 531 F.2d 1048, 
189 USPQ 143 (CCPA 1976) court decision set forth in section 2143.02 in the MPEP 
(8 th ed.). 

d) The Applicants argue that given the known limitations of calcium compounds and 
there rather poor solubility at pH of 6 to 9, it is highly unlikely that the skilled practitioner 
would have been motivated to use the combination of the teachings of JP-776 and DE- 
878. 

The solubility characteristics of the iron/calcium compounds of Applicants' claims 
15-20 and the composition resulting from the combination of JP-776 and DE-878 are 
expected to be distinct from the argued solubility characteristics of CaSCU, per se. 

In view of the discussion of the court decisions set forth in section 2144.06 in the 
MPEP (8 th ed.), it appears that the known use of the CaS0 4) etc. of DE-878 as a 
phosphate binder is sufficient motivation in and of its self to combine it with the known 
and conventional phosphate binder of JP-776 only to achieve the expected advantage 



9 



f 



Application/Control Number: 09/508,923 



Page 1 1 



Art Unit: 1754 

of obtaining a third composition also useful for the same purpose of binding phosphate 
- as disclosed in JP-776 and DE-878. 

e) The Applicants argue that if JP-776 and DE-878 were combined, one of ordinary 
skill in the art would not be able to predict the properties (of the compound resulting 
from the combination of JP-776 and DE-878: i. e. the phosphate binding capacity being 
at least 30% over apHof2 to 8). 

In view of the discussion of the court decisions set forth in section 2145(11) in the 
MPEP (8 th ed.), it would not seem that one of ordinary skill in the art would have to be 
able to predict the "inherent property" of the resulting composition exhibiting a 
phosphate binding capacity of at least 30% over a pH of 2 to 8 in order to establish a 
case of prima facie obviousness - in the manner that the Applicants' argument seems 
to suggest. 

f) The Applicants argue that combining the disclosures of JP-776 and DE-878 
would result in only mixtures ofe. g. iron hydroxide and calcium or magnesium 
carbonate, not a mixed metal compound as claimed herein. One skilled in the art would 
not be able to predict the properties of the resulting compound based on the properties 
of the properties of the individual compounds. 

There is no evidence of record establishing that the compound resulting from the 
combination of JP-776 and DE-878 would only be a mixture of metal compounds, rather 
than a mixed metal compound as the Applicants' argue: please see the discussion of 
the court decisions set forth in section 2145(1) in the MPEP (8 th ed.) for further details. 
Also, in view of the logic of the Applicants' argument, it can not be predicted with 
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certainty that the composition resulting from the combination of JP-776 and DE-878 
would inherently have a phosphate binding efficiency that is outside the claimed at least 
30% over a pH range of 2 to 8 simply because JP-776 discloses poorer binding 
efficiencies at a pH of 4 to 8 as compared to the binding efficiency at a pH of 2 to 3 and 
also because certain calcium compounds of DE-878 may have poor solubilities at a pH 
of 6 to 9. 

Absolute predictability is not required to establish a case of prima facie 
obviousness: please see the discussion of the In re Rinehart, 531 F.2d 1048, 189 
USPQ 143 (CCPA 1976) court decision set forth in section 2143.02 in the MPEP (8 th 
ed.). 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
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the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Timothy C. Vanoy whose telephone number is 703-308- 
2540. The examiner can normally be reached on 8 hr. days. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Stanley Silverman, can be reached on 703-308-3837. The fax phone 
numbers for the organization where this application or proceeding is assigned are 703- 
872-9310 for regular communications and 703-872-931 1 for After Final 
communications. 

Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to the receptionist whose telephone number is 703-308- 
0661. 




Timothy Vanoy 
June 18, 2002 



Timothy Vanoy 
Patent Examiner 
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